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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH (S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)M Responsive to communication(s) filed on 09 September 2002 . 
2a)D This action is FINAL. 2b)M This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) M Claim(s) 1^6 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 13 Claim(s) ±S is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 13 The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) H Notice of References Cited (PTO-892) 4) □ Interview Summary (PTCM 1 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mai! Date. . 

3) Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) D Notice of Informal Patent Application (PTO-1 52) 
Paper No(s)/Mail Date 09/10/2002 . 6) □ Other: . 

U.S. Patent and Trademark Office 

PTOL-326 (Rev. 1-04) Office Action Summary Part of Paper No./Mail Date 200408 
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DETAILED ACTION 

The preliminary amendment filed 09/09/2002 has been entered. Claims 1-6 are pending 
and being examined. 



5 Priority 

The present application is claiming priority under 35 U.S. C 120 and 1 19 (e) to earlier 
filed applications. Under 35 U.S.C. 120, the claims in a U.S. application are entitled to the 
benefit of the filing date of an earlier filed U.S. application if the subject matter of the claim is 
disclosed in the manner provided by 35 U.S.C. 1 12, first paragraph in the earlier filed 

10 application. Under 35 U.S.C. 119 (e), the claims in a U.S. application are entitled to the benefit 
of a foreign priority date or the filing date of a provisional application if the corresponding 
foreign application or provisional application supports the claims in the manner required by 35 
U.S.C. 112, first paragraph. A deficiency under 35 U.S.C. 101 also creates a deficiency under 35 
U.S.C. 1 12, first paragraph. 

1 5 The presently claimed invention lacks utility for the reasons set forth in the rejections 

below. Hence, neither the present application nor any of the other earlier filed applications 
provide a disclosure in the manner provided by 35 U.S.C. 112, first paragraph. Accordingly, the 
effective filing date of the presently claimed compounds is 05/01/2002, which is the filing date 
of the present application. 



20 
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Specification 

The disclosure is objected to because it contains an embedded hyperlink and/or other 
form of browser-executable code. Applicant is required to delete the embedded hyperlink and/or 
other form of browser-executable code. See MPEP § 608.01. 

5 

Claim Rejections - 35 USC §101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
1 0 requirements of this title. 

Claims 1-6 are rejected under 35 U.S.C. 101 because the claimed invention is not 

supported by either a specific and substantial asserted utility or a well established utility. 

The claims are directed to or encompass an antibody that binds the polypeptide shown in 

15 SEQ ID NO: 10. The present application characterizes the PR0874 polypeptide (SEQ ID NO: 

10) and polynucleotide as follows: 

[0036] FIG. 9 shows a nucleotide sequence (SEQ ID NO: 9) of a native sequence 
PR0874 cDNA, wherein SEQ ID NO: 9 is a clone designated herein as "DNA40621- 
1440". 

20 

[0037] FIG. 10 shows the amino acid sequence (SEQ ID NO: 10) derived from the 
coding sequence of SEQ ID NO: 9 shown in FIG. 9. Page 1 1 . 

DNA4062 1-1440 is more highly expressed in normal lung than as compared to lung 
25 tumor. Example 18, Page 141. 



Figure 10 also provides various structural features of the PR0874 polypeptide, 
presumably based on homology with domains of other known proteins. It is noted that PR0874 
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is less than a full length polypeptide because the amino acid sequence of SEQ ID NO: 10 does 
not begin with an initiator methionine. No further characterization is provided. 

The tumor versus normal differential tissue expression distribution (Example 18) 
provides only a use for a limited number of nucleic acid probes. No information is provided in 
5 the differential tissue expression distribution data regarding the level of expression, activity, or 
role in cancer of the PR0874 polypeptide. Further, differential tissue nucleic acid expression is 
not always correlated with protein levels. For example, Allman (U) discloses that germinal 
center B cells express dramatically more BCL-6 protein than resting B cells, despite similar 
BCL-6 mRNA levels in the two cell populations. Page 5257, paragraph bridging left and right 
10 columns. mRNA translation is regulated in many genes and can be mediated by binding of 

proteins to cis-acting RNA motifs in the untranslated regions of the mRNAs (paragraph bridging 
pages 5266-5267). 

Furthermore, one skilled in the art recognizes that although structural similarity can serve 
to classify a protein as related to other known proteins this classification is insufficient to 

15 establish a function or biological significance for the protein because ancient duplications and 
rearrangements of protein-coding segments have resulted in complex gene family relationships. 
Duplications can be tandem or dispersed and can involve entire coding regions or modules that 
correspond to folded protein domains. As a result, gene products may acquire new specificities, 
altered recognition properties, or modified functions. Extreme proliferation of some families 

20 within an organism, perhaps at the expense of other families, may correspond to functional 

innovations during evolution. See Henikoff (V), page 609, Abstract. Accordingly, one skilled in 
the art would not accept mere homology as establishing a function of protein because gene 



Application/Control Number: 10/063,515 Page 5 

Art Unit: 1647 

products may acquire new specificities, altered recognition properties, or modified functions. 
Rather, homology complements experimental data accumulated for the homologous protein in 
understanding the homologous protein's biological role. Although, the presence of a protein 
module in a protein of interest adds potential insight into its function and guides experiments, 
5 insight into the biological function of a protein cannot be automated. However, homology can 
be used to guide further research. See Henikoff (V), paragraph bridging pages 613-614, through 
page 614, paragraph bridging columns 1-2. 

The instant claims encompass a protein of as yet undetermined function or biological 
significance. Until some actual and specific significance can be attributed to the protein 

10 identified in the specification as PR0874 one of ordinary skill in the art would be required to 
perform additional experimentation in order to determine how to use it. Thus, there was no 
immediately apparent or "real world" utility for the PR0874 polypeptide as of the filing date. 
After further research, a specific and substantial utility might be found for the PR0874 
polypeptide of the instant invention. This further characterization, however, is part of the act of 

15 invention and until it has been undertaken, Applicant's claimed invention is incomplete. The 

claimed antibodies lack utility because the PR0874 polypeptide, to which the claimed antibodies 
bind, is not supported by either a specific and substantial asserted utility or a well established 
utility. In the absence of either a specific and substantial asserted utility or a well established 
utility for the polypeptide there is no patentable utility for the antibody that binds the 

20 polypeptide. 
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Claims 1-6 are also rejected under 35 U.S.C 1 12, first paragraph. Specifically, since the 
claimed invention is not supported by either a specific and substantial asserted utility or a well 
established utility for the reasons set forth above, one skilled in the art clearly would not know 
how to use the claimed invention. 

5 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

10 

Claim 6 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

Claim 6 is indefinite over the recitation of "specifically binds." Because the instant 
15 specification does not identify that material element or combination of elements which is unique 
to, and, therefore, definitive of "specifically binds" an artisan cannot determine what additional 
or material functional limitations are placed upon a claim by the presence of this element. The 
metes and bounds are not clearly set forth. 

20 Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
25 sale in this country, more than one year prior to the date of application for patent in the United States. 
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Claims 1-6 are rejected under 35 U.S.C. 102(b) as being anticipated by Baker (N). This 
rejection is based upon an effective filing date of 05/01/2002, the filing date of the present 
application, for the presently claimed compounds. Baker discloses an isolated polypeptide (page 
55, fiill paragraph 4) that is identical to the amino acid sequence of SEQ ID NO: 10, as indicated 
5 below (Qy = SEQ ID NO: 10): 



Query Match 100.0%; Score 1709; DB 21; Length 321; 

Best Local Similarity 100.0%; Pred. No. 2.4e-181; 

Matches 321; Conservative 0; Mismatches 0; Indels 0; Gaps 0; 



Qy 


1 


RTRGRTRGGCE KVP I NTS CNPTAHL VNS S CPGLMCVFQGYS S KGL I QRSVFNLQ I YGVLG 


60 




Ml II II MM II IMIMI II IIIMI II lllllll! il IIIIIIMIIIIIMM II I 




Db 


1 


RTRGRTRGGCE KVP INTS CNPTAHL VNS S CPGLMCVFQGYS S KGL I QRSVFNLQ I YGVLG 


60 


QY 


61 


L F WTLNWVL A LGQ C VLAGA FA S F Y WA F HKP QD IPTFPLISAFI RTLRYHTGSL A FGAL I L 


12 0 




Ml Mil 1 1 1 1 Mill 1 1 1 II INI II II 1 1 II 1 1 IIIMI Mill II II II Mil III 




Db 


61 


LFWTLNWVLALGQCVLAGAFASFYWAFHKPQDIPTFPLISAFIRTLRYHTGSLAFGALIL 


12 0 


Qy 


121 


TLVQIARVILEYIDHKLRGVQNPVARCIMCCFKCCLWCLEKFIKFLNRNAYIMIAIYGKN 


180 




MIMIMMMMMMMMMMMMIMMMIMMMIMMMMMIMM 




Db 


121 


TLVQIARVILEYIDHKLRGVQNPVARCIMCCFKCCLWCLEKFIKFLNRNAYIMIAIYGKN 


180 


Qy 


181 


FCVSAKNAFMLLMRNIVRVVVLDKVTDLLLFFGKLLVVGGVGVLSFFFFSGRIPGLGKDF 


240 




1 1 1 1 1 M 1 1 1 1 1 1 1 1 II 1 1 1 1 M 1 M M 1 II 1 1 1 1 1 II M 1 1 1 1 1 1 1 1 1 1 II 1 II 1 II 1 1 




Db 


181 


FCVSAKNAFMLLMRNIWVVVLDKVTDLLLFFGKLLWGGVGVLSFFFFSGRIPGLGKDF 


240 


Qy 


241 


KSPHLNYYWLPIMTSILGAYVIASGFFSVFGMCVDTLFLCFLEDLERNNGSLDRPYYMSK 


300 




1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 II II 1 M 1 II 1 1 1 II 1 1 1 1 M M 1 1 1 1 II M II 1 II II II II 1 1 1 




Db 


241 


KSPHLNYYWLP IMTS ILGA YVIASGFFSVFGMCVDTLFLCFLEDLERNNGSLDRPYYMSK 


300 


Qy 


301 


SLLKILGKKNEAPPDNKKRKK 321 






1 II 1 Mill 1 1 1 II 1 III II 1 




Db 


301 


SLLKILGKKNEAPPDNKKRKK 321. 





Baker also discloses a chimeric polypeptide comprising the isolated polypeptide fused to 
35 heterologous polypeptide wherein the heterologous polypeptide is an epitope tag or a Fc region 
of an immunoglobulin (page 280, lines 32-35), and monoclonal, polyclonal, and humanized 
antibodies, and antibody fragments that bind the isolated polypeptide (page 280, last full 
paragraph; page 367, full paragraph 3; page 309, full paragraph 3; page 31 1, line 28, through 
page 313, line 6; pages 365-371). 



40 
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Claim Rejections - 35 USC§103 
The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
5 section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 

such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

10 Claims 1, 2, 5, 6 are rejected under 35 U.S.C 103(a) as being unpatentable over TrEMBL 

protein sequence database accession no. Q9Y332 (W) in view of Sibson (O). 

This rejection is based upon an effective filing date of 05/01/2002, the filing date of the 
present application, for the presently claimed compounds. TrEMBL discloses the translation of a 
coding sequence, which is 97.5% identical to SEQ ID NO: 10, as indicated below (Db = 

1 5 TrEMBL translation) : 

Query Match 97.5%; Score 1667; DB 4; Length 712; 

Best Local Similarity 100.0%; Pred. No. 3.1e-144; 

Matches 313; Conservative 0; Mismatches 0; Indels 0; Gaps 0; 

20 Qy 9 GCEKVPINTSCNPTAHLVNSSCPGLMCVFQGYSSKGLIQRSVFNLQIYGVLGLFWTLNWV 68 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I M I I I I I I 

GCEKVP I NTS CNPTAHLVNSS CPGLMCVFQGYS S KGL I QRS VFNLQ I YGVLGLF WTLNWV 459 

. . LALGQCVLAGAFASFYWAFHKPQDIPTFPLISAFIRTLRYHTGSLAFGALILTLVQIARV 128 

25 ' 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 

LALGQCVLAGAFASFYWAFHKPQDIPTFPLISAFIRTLRYHTGSLAFGALILTLVQIARV 519 
ILEYIDHKLRGVQNPVARCIMCCFKCCLWCLEKFIKFLNRNAYIMIAIYGKNFCVSAKNA 188 

II 1 1 1 1 1 IMMI II II MINN I M II II II MM fl II M II lllllll I III I III 

30 Db 520 ILEYIDHKLRGVQNPVARCIMCCFKCCLWCLEKFIKFLNRNAYIMIAIYGKNFCVSAKNA 579 



35 



Qy 


9 


Db 


400 


Qy 


69 


Db 


460 


Qy 


12 9 


Db 


520 


Qy 


189 


Db 


580 


Qy 


249 


Db 


640 


Qy 


309 


Db 


700 



189 FMLLMRNIVRVWLDKVTDLLLFFGKLLWGGVGVLSFFFFSGRIPGLGKDFKSPHLNYY 248 

II II 1 1 1 1 Mill II II MM II 1 1 II II II II MM II II II 1 1 1 IMIII I III III! 

FMLLMRNI VRVWLDKVTDLLLFFGKLLWGGVGVLS FFFFSGRI PGLGKDFKS PHLNYY 639 
WLPIMTSILGAYVIASGFFSVFGMCVDTLFLCFLEDLERNNGSLDRPYYMSKSLLKILGK 308 

1 1 1 1 1 1 1 1 II III II II II II II 1 1 II 1 1 II 1 1 II MM II II 1 1 1 IMIII INI 1 1 M 

WLPIMTSILGAYVIASGFFSVFGMCVDTLFLCFLEDLERNNGSLDRPYYMSKSLLKILGK 699 



40 Qy 3 09 KNE A P P DNKKRKK 321 

IMIII IIIIMI 



KNEAPPDNKKRKK 712 . 



TrEMBL does not disclose antibodies that bind the polypeptide. 
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Sibson suggest expression of partial or full-length cDNAs for functional analysis of the 
encoded polypeptide (page 10, line 38, through page 11, line 15). Sibson also suggest making 
antibodies, including monoclonal antibodies, against the protein (page 1 1, full paragraph 2). The 
antibodies can be used for localization in situ (page 12, full paragraph 1). Sibson does not teach, 
5 in the sense that Sibson does not anticipate, expression of TrEMBL protein sequence database 
accession no. Q9Y332 and the making of antibodies thereto. 

However, it would have been obvious to one of ordinary skill in the art at the time of 
Applicants' invention to express TrEMBL protein sequence database accession no. Q9Y332, 
isolate the encoded protein, and make antibodies, including monoclonal antibodies, thereto with 
10 a reasonable expectation of success. One of ordinary skill in the art would be motivated to make 
this modification for localization of the polypeptide in situ. 

The word "label" when used in the present specification refers to a detectable compound 
or composition which is conjugated directly or indirectly to the antibody so as to generate a 
"labeled" antibody (page 43, full paragraph 1). The disclosure of in situ localization of a 
15 polypeptide with antibodies by Sibson is tantamount to the disclosure of labeled antibodies 
because it would be necessary to label the antibodies in order to localize the polypeptide. The 
invention is prima facie obvious over the prior art. 



20 



Claims 1, 4 are rejected under 35 U.S.C. 103(a) as being unpatentable over TrEMBL 
protein sequence database accession no. Q9Y332 (W) in view of Sibson (O) as applied to claim 
1 above and further in view of Brandon (X). 
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TrEMBL protein sequence database accession no. Q9Y332 (W) in view of Sibson (O) 
teach antibodies that bind TrEMBL protein sequence database accession no. Q9Y332, as 
discussed above. TrEMBL protein sequence database accession no. Q9Y332 (W) in view of 
Sibson (0) do not teach antibody fragments that bind TrEMBL protein sequence database 
5 accession no. Q9Y332. 

Brandon teaches improved immunocytochemical staining through the use of Fab 
fragments of primary antibody (Abstract). Brandon does not teach Fab fragments of primary 
antibody that bind TrEMBL protein sequence database accession no. Q9Y332. 

However, it would have been obvious to one of ordinary skill in the art at the time of 
10 Applicants 1 invention to make antibodies that bind TrEMBL protein sequence database accession 
no. Q9Y332, as taught by TrEMBL protein sequence database accession no. Q9Y332 (W) in 
view of Sibson (O), and to modify that teaching by making Fab fragments of primary antibody, 
as taught by Brandon, with a reasonable expectation of success. One of ordinary skill in the art 
would be motivated to make this modification in order to improve immunocytochemical 
15 staining. The invention is prima facie obvious over the prior art. 



Conclusion 

No claims are allowable. 

Any inquiry concerning this communication or earlier communications from the examiner should be directed to 
20 David S. Romeo whose telephone number is (571 ) 272-0890. The examiner can normally be reached on Monday through 
Friday from 7:30 a.m. to 4:00 p.m. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback, can be reached on (571)272-0961. 

IF submitting official correspondence by fax, Applicants are encouraged to submit official correspondence to 
the following TC 1600 Before and After Final RightFax numbers: 
25 Before Final (703) 872-9306 

After Final (703) 872-9307 

Customers are also advised to use Certificate of Facsimile procedures when submitting a reply to a non-final 
or final Office action by facsimile (see 37 CFR 1 .6 and 1 .8). 

Faxed draft or informal communications should be directed to the examiner at (571 ) 273-0890. 
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Any inquiry of a general nature or relating to the status of this application or proceeding should be directed 
to the Group receptionist whose telephone number is (703) 308-0196. 



David Romeo 
Primary Examiner 
Art Unit 1647 

dsr 

September 6, 2004 



